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special profiles in steel

CFR 21 IN RELATION TO STAINLESS STEEL

We, Montanstahl SA, in order to assess compliance to requirements of FDA (Food and Drug
Administration) Code of Federal Regulations (CFR), part 21, have revised the following parts:

= 182 — Substances Generally Recognized as Safe

= 189 — Substances Prohibited From Use in Human Food

= 211 - Current Good Manufacturing Practice for Finished Pharmaceuticals

= Subpart E — Control of Components and Drug Product Containers and Closures

In any point of this document was possible to find statements against the use of Stainless Steel in
contact with human food or drugs. So we consider this material as GRAS (Generally Recognized as
Safe).

Clearly we will review our position in case of evidence that our evaluation is not correct or
incomplete.
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